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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



MMM*»iwM*HMiwwviMwww r^im/nMrrMttinnrmnmrni 



^i^tmn/tnmnmmmrtnrtnir 



IN RE SUBPOENA IN: 

SECURItDES AND EXCHANGE 
COMMISSION, 

Plaintiff, 



V. 



BIOPURE CORPORATION, THOMAS 
MOORE, HOWARD RICHMAN, and JANE 
KOBER, 

Defendants. 
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MISC No, 1:06-00380 (JR) 

(Related Case: Civ. No. 05-1 1 8^3-PBS 
Pending in the U.S. District Cojirt 
for the District of Massachusett 



) 



Expedited Hearing Requested 

, 1!i:J . m i * . inM m 1^^ r1 ^ ■ y 



REPLY OF THOMAS A. MOORE TO NON-PARTY UNITED STATES FOOD AND 
DRUG ADMINISTRATION'S OPPOSITION TO DEFENDANT THOMAS MqORE'S 

MOTION TO COMPEL 
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After nearly two months of delay, the U.S. Food and Drug Administration ("FDA') has 
filed its formal opposition to Thomas Moore's Motion to Compel, dated August 10, 2006. 
Notably, despite its many attestations of good faith - and very late ~ effort, the FDA fdls to 
certify that it has in fact completed its document collection, review, and production in response 
to Mr. Moore's subpoena and Touhy request of March 24, 2006. At most, the FDA stales only 
that it has "adequately addressed'* Mr, Moore's Motion. This tepid and subjective assesisment is 



wholly madeqiiate assurance that the FDA has actually satisfied Mi. Moore's discover) 



requests 



On October 6, the day on which Mr. Moore received the FDA's brief, his counsel 

■ 

reiterated to the FDA the need for certificatioB that it has in fact completed its docinnertt 

■ 

discovery efforts, and coimsel offered to stay the Motion to Compel pending the upcoming 
depositions piSm FDA staffers on October 17, 19, 23, 24, and 26, respectively. See 4etter from 
Hea^r Sidwell to Claire Whitaker, Oct. 6, 2006 (Ex. A). To date, we have received rio 
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response to this letter Aecordmgly, we have served a subpoena upon the FDA division that was 
responsible for the review of Hemopure, to mquire about its document collection and production 
methods, among other related topics, at a deposition on October 3 L See Ex. B. The FEJ A has 
not yet responded to the subpoena. ; 

I 

In view of the FDA's refiisal to certify the completion of its efforts in response tb Mr, 
Moore's subpoena and Touhy request of March 24, Mr. Moore requests that the Court bald in 
abeyance his Motion to Compel pending the upcoming deposition of FDA staffers and tfie 



intended deposition of an FDA representative regarding document discovery. Altemati 
Moore submits that tiie Motion should be granted, to ensure the FDA's full compliance 



/ely, Mr 



with its 



obligations in tliis matter. 



CONCLUSION 



J 

For the foregoing reasons, Mr. Moore requests that the Court hold in abeyance his 
Motion to Compel pending tlie upcoming deposition of FDA staffers and the mtended deposition 
of an FDA representative regarding document discovery. Alternatively, Mr. Moore requests that 
the Court grant his Motion to ensure the FDA's full compliance with its obligations in tlbis 



matter. 



Respectfiilly submitted, 




Bobby It Burchfield (D.C. Bar No. 289124) 

Jason A. Levine (D.C. Bar No. 449053) 

McDermott WnJL & EWERY LLP 

600 Thirteenth Street, NW 

Washington, D.C. 20005-3096 

Tel.: (202) 756-8000 

Fax: (202) 756-8087 

Edward P. Leibensperger 

Jefeey S.Huang 

MCDERMOTT Will & Emery LLfI 

28 State Street i 
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Boston, MA 02109-1775 
Tel: (617) 535-4000 
Fax: (617) 535-3800 



Date: October 17, 2006 



■ 

Counsel for Defendant Thomas A. fyfoore 
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CERTIFICATE OF SERVICE 
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J. 
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I HEREBY CERTIFY that copies of the foregoing Reply of Thomas A. Moore to Non^Party 
United States Food and Drug AdministratioD's Opposition to Defendant Moore^s lection to 
Compel was served by First-Class U.S. Mail, postage prepaid, on this 17th day of October, 2006, 
upon 

Claire Whitaker, Esq, 

Assistant United States Attorney 

Office of the United States Attorney for the District of Columbia 

555 Fourth Street, N.W. 

Washington, D.C. 20001 

Michael Shane, Esq. 

Office of Chief Counsel 

U.S„ Food and Drug Administration 

5600 Fishers Lane, Mail Code: GCF-1 

Rockville^MD 20857-0001 

Counsel f 07' United States Food and Drug Administration 

and by Federal Express, oveinight delivery, upon 

Ian D. Roffinan, Esq. 

U.S. Securities and Exchange Commission 

Boston District Office 

33 Arch Street 

Boston, MA 021 10 

Couftselfor United States Securities and Exchange Commission 



By 




Heather L. Sidwell 
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Boeton Bmssels Cliksago DDsB^klorf London Los Angelas fvflaml Munich 
New Ypfit Ofonge County Rome San Dlcgo SJticon VcSoy W&Ertngloo, D C, 



Heather L Sltiwell 

Assodate 

hsid w el J@mwa,cfj m 

202 756 6334 



October 6, 2006 



VIA FACSIMILE 

Claire Whitaker, Esq, 
Assistant United States Attorney 
United States Department of Justice 
555 4tli Street, N. W. 
Civil Division 
Washington, D.C 20530 

Re: SEC V. Biopure, No. 05-11853-PBS p. Mass.), No. 1:06MS00380 (D.D.C) 
Certification of FDA Document Production Completion 

Dear Ms, Wliitaker; 



I am writing in regard to our request that the FDA provide certification that its document 
production obligations in the above-mentioned matter have been completed. As you will recall, 
in our letter to you dated September 15, 2006, we specifically requested that the FDA certify in 
writing the completion of its document collection efforts and document production. Despite this 
request, we have received no such certificatiori, nor does the FDA's Opposition to Defendant 
Thomas Moore's Motion to Compel ("Opposition'')^ filed on October 3, 2006, provide such 
certificatioa Ratlier, the FDA's Opposition makes a nebulous claim that it has "adequately 
addressed'* the issues raised in Mr. Moore's motion. Even so, we are prepared to stay Mr, 
Moore- s motion to compel at this lime. Please note, bowever, that we do reserve all rigpts - 
including seeking a reconvening of depositions arid attorneys' fees - if the upcoming depositions 
of the four FDA witnesses disclose a failure by the FDA to produce all responsive docuiients. 



Sincerely yours. 



Heather L, Sidwell 



cc; 



Michael Shane, Esq 
Ian Roffinan, Esq. 



USr pmcUco ccmduatod through McDermotlWiDaiEm^ry up, 

-I 

600 Tti I rt^e nth Street. H\V. Washlngtan, D.C„ 20tHJB-3090 Telephone: 2 Da..7SD,8000 Facslmtlc: 202.7Se.0087 www,mwe,com 
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Heavier t, Skiwen 
Associate 

hsidvveli@nnwe,ci)m 
2027566334 



October 10, 2006 



BY FACSIMILE AND HANP DELIVERY 

Michael Shane, Esq 

Associate Chief Coimsel 

Office of Chief Counsel 

U.S. Food and Drug Admixiistration 

5600 Fishers Lajie 

Mail Code: GCF-1 

RockviUe, Maryland 20857-0001 

Re: S.E.C. v. Biopure Corp.. Civ. No. 05-11853-PBS (D. Mass.1 

" I - II .. i jj ■ "••• II J. I "" • I I ii ~ II — I I III " ■ ■ "•• I ■ f' l " ■ • • f- 

Dear Mr. Shane: 

In connection with the above-referenced matter^ and pursuant to Federal Rules of Civil 
Procedure 30(b)(6) and 45, please find the enclosed subpoena requiring a representative of the 
Center for Biologies Evaluation and Research to appear and provide testimony on Tuesc ay, 
October 31, 2006, at 9:00 a^nt at the office of McDennott Will & Emery LLP, located at 600 
Thirteenth Street, N.W,, Washington, DC 20005. We further request that, on or before ©ctobet 
20^2006, the FDA identify to us the person or persons who will testify on the subject m^ltters set 
forth m Schedule A to the enclosed subpoena. 

Although the D,C. Circuit decision in Yousufv. Samcmtar contemplates this subpoena, ii| 
necessary for administrative purposes, please construe this letter and accompanying materials as 
a Touhy request as well. ITie testimony is necessary to the defense of Thomas Moore^ defendant 
in the above-referenced matter, who is entitled to examine the FDA's procedures by whifeh it 
responded to liis requests for documents. The public interest is best served by the fair anj 
efBcierit conduct of this litigation, which will be facilitated by the requested deposition. 

Sincerely, 



We^)^ ^AujdL 



Headier L, Sidwell 



'I- 



Enclosures 

cc: FDA Comnxissioner, Dr. Andew von Eschenbach 
Ciake Whitaker, Esq. 
Ian Rof5finajD, Esq (by fecsimile only) 

ULS. pmctica conductsd ihmtigfi McDomiDH WUI ilHmery UR 

6 00 Thlrtc enth -Street, N-W. Washington, D.C 20005-3096 Tclephone;20276(?.8000 FQCsIm!fe:20Z,75iJ,.8{j87 www^ Wft.com 
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Issued by the 

United States District Court 

DISTEICT OF COLUMBIA 
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U ,S. Securities and Exchange Commission ; 

V, SXJBPOENA IN A CIVIL CASE 

Biopure Corporation, Tiiomas Moore, Howard Richman,Dand Jane ; 

Kober Case Number:* 054 ! 853 -PBS D i 

(Pending m U.S. District Coiirt for th[e District of 
Massachusetts) D i 

TO: Center for Biologies Evaluation and Research, U.S. Food and Drug Administration, c/o Michael Sha^e, Esq. Q OfiBce of 

the Chief Counsel 

Parklawn Building D 5600 Fishers LaneD RockviUe, MD 2085 6 D 

Q YOU ARE COMMANDED to appear in the United States District court at the place, date, and time specified below to 
testify in the above case. 
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Pt ACB OF TESTIMONY 
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DATE AMD TIME 
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YOU ARE COMMANDED to appear at the place, date, and time specified below to testify at the taking of a deposition 



in the above case 
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PLACE OF DEPOSmON 

MoDermott Will & Emery LLP / 600 13th Street, NW / Washington. DC 20005 
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DATE Am> TME 

October 3 1, 200 (^, at 9;00 am 



Q YOU ARE COMMANDED to produce and permit inspection and copying of the following documents or objects at the 
place, date, and time specified below (list documents or objects): D D ' 



PLACE 
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n YOU ARE COMMANDED to pennit inspection of the foUowing premises at the date and time specif^d below 
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PREMISES 
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Any organization not a party to this suit ihsA is subpoenaed for the taking of a deposition shall designate one or more oSicers, 
directors, or managing agents, or olhei persons who consent to testify on its behalf, and may set forth, for each person designated, 
the matters on which the person will testify. Federal Rules of Civil Procedure, 30(b)(6). 
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ISSUING OPnCER'S SIGNATURE AND TTIXE (INDICATE IT^ ATTORNEY FOR PLAINTIFF OR DEFENDANT) 

Attorney for Defendant Thomas A. Moore 
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DATE 

October 1 0. 20061 



HMHlM4'M^¥fift* 



ISSUING OFFICER'S NAME, ADDRESS AMD PHONE NUMBER 

Heather L. Sidwell / McDermott Will & Emery LLP / 600 13th Street, NW / Washington, DC 20005 / 202. 



756.8000 
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MANNER OF SERVICE 
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I declare inider penalty of perjuiy under tho laws of the United States of America that the foregoing information contained 
in the Proof of Service is true and correct 

Executed on 
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Rule 45» Federal Rules of Civil Procedure^ Parts C & D: 

(c) PROTECnoK OF PERSONS SOBJECI* TO SUBPOENAS 

(1) A party or an allomcy responsible for the issuance and service of a 
stibpocnp shall take reasonable steps to avoid irhpostug undue burden or expense 
on a person subject to thai subpoena The court on bcbatf oE which tiie subpoena 
was issued slioH enforce this duty and impose upon the party or attorney in breach 
of this duty on appmpnoto sanction wJiich ifuay Include, but is not limited to, lost 
canungs and nsasontihle attorney ^s tec 

G^ (A) A person comniimded to produce and pennit inspection and copying of 
designated books, papers, documents or (nnelble things, or inspection of premises 
need riot appear in pcnon at the place of production or inspection unless 
CO mmanded loappcarfbrdepositlon, hearing o r tri ol , 

(B) Subject lo paragraph (d) (2) of Ms rule, a person commanded to 
produce and permit inspection and copying niay, wiiiiin 14 days after service of 
subpoena or before the time speciiicd for compliance if such time is less than 14 
days aibjr service^ serve upou the party or attorney desigaaied m the subpoena 
written objectiob to inspection or copying of any or all of the designated materials 
or of tJie premises. If objection is mfldc^ the party serving tl^c subpoena shall not 
be entitled to inspect and copy mole rials or in^ctthc premises except pursuant to 
an order of the court by which the subpoena was issued, If objection has been 
made, tl^e party serving the subpoena may, upon jioticc to the person commanded 
to prodticc, move at nny timfe for an order to compel the pmducdoa. Such an 
Order to ^ comply production shall protect any person, who is not; a party or an 
ofiieer of a party fioni significant expense resulting fiom the ihspccdon and 
copying cpmmaaded; 

(3) (A); On inijely motion ^ the court by which a subpoena was issued shall 
quash or 'modify tlxc subpoena if It 

(i) feils to allow reasonable time for compJiancc, 

(ii) requires a person who is not a party or an olljtier of a party lo travel 
to a place more than 100 miles from the place where that person resides, is 
employed or rcguWy transacts business in person, except that, subject to ihc 



■■ — ' ' ' ' •^ "' - ■. . 



tri Hi be commanded to travel from any such place witjiin tlie state in which the 
trial is held, or 

(i!j) reqtiifcs disclosure of prfvilegcd or oUiiJr protcctedmaUcr and no 
exception or waiver uEplies, or 

(tv) subjects a person to undue burdea 

(B) If a subpoena 

(i) requires disclosure of a trade secret or o her confidential research, 
development, or commercial mf6nna!ion, or 

(if) requires disclosure of an onrctaiajsd expert's opinion or 
information not describing specif c events or occtsrren^ 
from tlic expert's study made not at the request of any piirty, or 

Oil) requmrs a person who is not a party cir an officer of a party to 
incur substantial expense to imvel more Uian 100 miles lo attend trial, the court 
may, to protect a person subject to or affected by the subpoena, quash or modiiy 
the subpoena, or, if the party m who behalf ilie subpoena is issued shows a 
substantial need for the testiuony or mute rial that cannot be otherwise met with(Jut 
undue hardship and assures that the person to whom tic subpoena is addressed 



pcanmce or production 



s in dispute and resulting 




will be reasonably compensate^ the court may order 
only upon specified conditions. 

(d) DUTIES IN RESPONDING TO SUBPOENA 

(1) A person responding to a subpoena to produtie 
tiicm as they are kept m the usual course of business oi 
them to correspond with the categories in the demand 



lo cum ents shall produce 
shall organize and label 



(2) When informadon subject to a subpoena is wi__ 
privileged or subject to protection as trial preparation mo 
made expressly and shall be supported by a descrip 



diheld 



on a claim that it is 
crials, tlie claim shall be 
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provmons of ciausc (c) (3) (B) (iii) of tliis rule, sudi a person may in order to documents, communicaiions, or things not praduccd that is sufficienl to enable the 
^^^^^ dcmaiiding party to contest the claim. 
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Schedule A 



JPtirsuant to Riile 30(b)(6) of the Federd Rules of Civil Procedurej the matters upon 

i 
which examination of a custodian of records is requested are as follows: 



1 



The document collection and review procedures employed by the United 



States 



I. 



Food and Drug Admiaistration (FDA) in response to requests for information from the Securities 
and Exchange Commission (SEC) from January l, 2003 to the present, regarding: (a) B impure 
Corporation C*Biopure"); (b) Biopure's public disclosures; and (c) Biopure's interactions with 



the FDA. 



2. 



The document collection and review procedures employed by the FDA in 



response to the document requests contained in defendant Thomas A. Moore* s Subpoen 



a 



Touhy request of March 24, 2006, and the SEC*s inter-agency document request of Apri 



2006. 



3 



The FDA*s procedures for transmitting to the SEC the documents collected and 



and 



21, 



mvie^ved by tlie FDA in response to the requests contamed in defendant Thomas A. Moore's 
Subpoena and Touhy request of March 24, 2006, and the SEC*s mter-agency document rpquest 
ofApril21,2006. 



4. 



The persons involved, procedures used, and conclusions reached regarding: (a) 



Biopure^s Biologies License Application (reference STN; 125066/0); and (b) Biopure's 
Investigational New Drug Application (reference: BB-DSTD 10962). 
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